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This is a communication from the examiner in charge of your application. 
COMMISSIONER OF PATENTS AND TRADEMARKS 



OFFICE ACTION SUMMARY 



Responsive to communication(s) filed on . 

□ This action is FINAL. 

□ Since this application is in condition for allowance except for formal matters, prosecution as to the merits Is closed in 
accordance with the practice under Ex parte Quayie, 1 935 D.C. 1 1 ; 453 O.G. 21 3. 

A shortened statutory period for response to this action is set to expire L month(s), or thirty days, 

whichever is longer, from the mailing date of this communication. Failure to respond within the period for response will cause 
the application to become abandoned. (35 U.S.C. § 133). Extensions of time may be obtained under the provisions of 37 CFR 
1.136(a). 



Disposition of Claims 

^CIaim(s) : 



Of the above, claim(s) 

□ Claim(s) 

□ Claim(s). 

□ Claim(s)_ 



is/are pending in the application. 

_ is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 



_ is/are objected to. 



. are subject to restriction or election requirement. 



Application Papers 

□ See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948. 

□ The drawing(s) filed on is/are objected to by the Examiner. 

□ The proposed drawing correction, filed on . is □ approved □ disapproved. 

□ The specification is objected to by the Examiner. 

□ The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. § 119 

□ Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d). 

□ All □ Some* □ None of the CERTIFIED copies of the priority documents have been 

□ received. 

□ received in Application No. (Series Code/Serial Number) . 



□ received in this national stage application from the International Bureau (PCT Rule 17.2(a)). 
'Certified copies not received: . 



□ Acknowledgement is made of a claim for domestic priority under 35 U.S.C, § 119(e). 
Attachment(s) 

□ Notice of Reference Cited, PTO-692 

"*""' □ Information Disclosure Statement(s), PTO-1449, Paper No(s). 

□ Interview Summary, PTO-41 3 

□ Notice of Draftsperson's Patent Drawing Review, PTO-948 

□ Notice of Informal Patent Application, PTO-152 c^Uu\t^ .Vy^b> 



□ Notice of Informal Patent Application, PTO-152 <r^t Uuu^ 

SEEOFFICE ACTION ON Tl 



THE FOLLOWINGJ2AGES - 



PTOL-326(Rov. 1085) 



* U.S GPO: 1996-4 10-236/40050 



t 
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DETAILED ACTION 
Election/Restriction 

1. Restriction to one of the following inventions is required under 35 U.S. C. 121 : 

I. Claims 1-75, 81-83 drawn to a DNA construct encoding a ubiquitin fusion protein and 
the protein encoded thereby, classified in class 530, subclass 350. 

II. Claims 76-79, 84-85, 87-93 drawn to a method for stimulating an immune 
response in an animal, the immune response being directed to a ubiquitin fusion 
protein or reducing levels of a predetermined protein in an animal, by 
providing a ubiquitin fusion protein, classified in class 514, subclass 2. 

III. Claims 80, 94-100 drawn to a method for stimulating an immune response in an 
animal, the immune response being directed to a ubiquitin fusion protein or reducing 
levels of predetermined protein in an animal, by providing DNA construct encoding 
a ubiquitin fusion protein, classified in class 514, subclass 44. 

IV. Claim 86, drawn to a method for identification of antibodies in experimental or 
diagnostic samples by incubating a ubiquitin fusion protein with antibodies, and 
detecting the binding of these antibodies to ubiquitin fusion protein, classified in class 
435, subclass 7.1. 

The inventions are distinct, each from the other because of the following reasons: 
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Inventions I and II are related as product and process of use. The inventions can be shown 
to be distinct if either or both of the following can be shown: (1) the process for using the product 
as claimed can be practiced with another materially different product or (2) the product as claimed 
can be used in a materially different process of using that product (M.P.E.P. § 806.05(h)). In the 
instant case the ubiquitin fusion protein can be used diagnostically (e.g in screeing). 

Inventions I and HI are related as product and process of use. The inventions can be shown 
to be distinct if either or both of the following can be shown: (1) the process for using the product 
as claimed can be practiced with another materially different product or (2) the product as claimed 
can be used in a materially different process of using that product (M.P.E.P. § 806.05(h)). In the 
instant case the DNA as claimed can be used as a hybridization probe. 

Inventions II-IV are independent and distinct, each from the other, because the methods are 
practiced with materially different process steps for materially different purposes and each method 
requires a non-coextensive search because of different starting materials, process steps and goals. 

Having shown that these inventions are distinct for the reasons given above and have acquired 
a separate status in the art as shown by their different classification and recognized divergent subject 
matter as defined by MPEP § 808.02, the Examiner has prima facie shown a serious burden of search 
(see MPEP § 803). Therefore, an initial requirement of restriction for examination purposes as 
indicated is proper. 

2. This application contains claims directed to the following patentably distinct species of the 
claimed invention: a ubiquitin fusion protein fused to one of the following epitopes: 
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(a) gonadotropin releasing hormone, (b) tumor necrosis factor, (c) immunoglubulin. (d) human 
immunodeficiency virus proteins, (e) chorionic gonadotropin, (f) inhibin. (g) growth hormones and 
(h) sperm proteins. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for prosecution 
on the merits to which the claims shall be restricted if no generic claim is finally held to be allowable. 
Currently, claims 1-14, 16-34, 36-54, 56-71, 73-89, 93-96, 100 are generic. 

Applicant is advised that a reply to this requirement must include an identification of the 
species that is elected consonant with this requirement, and a listing of all claims readable thereon, 
including any claims subsequently added. An argument that a claim is allowable or that all claims are 
generic is considered nonresponsive unless accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration of claims 
to additional species which are written in dependent form or otherwise include all the limitations of 
an allowed generic claim as provided by 37 CFR 1.141. If claims are added after the election, 
applicant must indicate which are readable upon the elected species. MPEP § 809.02(a). 

Should applicant traverse on the ground that the species are not patentably distinct, applicant 
should submit evidence or identify such evidence now of record showing the species to be obvious 
variants or clearly admit on the record that this is the case. In either instance, if the examiner finds 
one of the inventions unpatentable over the prior art, the evidence or admission may be used in a 
rejection under 35 U.S.C. 103(a) of the other invention. 
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3. Applicant is advised that the response to this requirement to be complete must include an 
election of the invention to be examined even though the requirement be traversed (37 CFR 1 . 143). 

Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 C.F.R. § 1.48(b) if one or more of the currently 
named inventors is no longer an inventor of at least one claim remaining in the application. Any 
amendment of inventorship must be accompanied by a diligently-filed petition under 37 C.F.R. § 
1 .48(b) and by the fee required under 37 C.F.R. § 1 .17(h). 

4. This application contains sequence disclosures that are encompassed by the definitions 
for nucleotide and/or amino acid sequences set forth in 37 CFR 1.821(a)(1) and (a)(2). However, 
this application fails to comply with the requirements of 37 CFR 1.821 through 1.825 for the 
reason(s) set forth on the attached Notice To Comply With Requirements For Patent Applications 
Containing Nucleotide Sequence And/Or Amino Acid Sequence Disclosures. 

Applicant is given ONE MONTH, or THIRTY DAYS, whichever is longer, from the mailing 
date of this letter within which to comply with the sequence rules, 3 7 CFR 1 . 82 1 - 1 . 825 . Failure to 
comply with these requirements will result in ABANDONMENT of the application under 37 
CFR 1.821(g). Extensions of time may be obtained by filing a petition accompanied by the extension 
fee under the provisions of 37 CFR 1 .136(a). In no case may an applicant extend the period for reply 
beyond the SIX MONTH statutory period. Direct the reply to the undersigned. Applicant is 
requested to return a copy of the attached Notice to Comply with the reply. 
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Advisory Information 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Fozia Hamud whose telephone number is (703) 308-8896. The examiner can 
normally be reached on Monday-Friday from 8:00AM to 4:30PM (Eastern time). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Lila Feisee, can be reached on (703) 308-2731. 

Official papers filed by fax should be directed to (703) 308-4227. Faxed draft or informal 
communications with the examiner should be directed to (703) 308-0294. 

Any inquiry of a general nature or relating to the status of this application or proceeding should be 
directed to the Group receptionist whose telephone number is (703) 308-0196. 

Fozia Hamud 



Patent Examiner 




Art Unit 1646 



PREMAMERTZ 
JgiENTEXAMNBI 



December 29, 1998 



B§st. Available Copy: 



vaMbl 

NOTICE COMPLY; WITH . REQUIREMENTS FOR PATENT APPLICATIONS CONTATMtmp 

NUCLEOTIDE SEQUENCE AND/ OR AMINO ACID SEQUENCE DISCLOSURES 

The nucleotide and/or amino acid eequence disclosure contained in this apDlir^s ^ 
not.vcpmply /with; the- requirements for ouch a disclosure as set forth in 37 C o!; - 9 

1.825 for the following reason(s) : ;o i.B21; -v 



□ 



□ 



□ 
□ 



l v This application clearly fails to comply with the requirements of 37 C FR 1.81 

1.825. Applicant's attention is directed to these regulations, oublishpH a - n„ 
29, May 1S # 1990 and at 55 FR 18230, May 1, 1990. Published at 114 

2. This application does not contain, as a separate part of the disclosure on 
paper copy, a "Sequence Listing" as required by 37 CFR 1.821(c). 

3. A copy of the "Sequence Listing" in computer readable form has not been 
submitted as required by 37 CFR 1.821(e). ■ 

4. A copy of the "Sequence Listing" in computer readable form has been eubmitte 
However, the content of the computer readable form does not comply with the 

markir men -» ° f c 37 CFR 1 - B22 and/or 1 " 823 ' as indicated on the JttaXeS cojy of 
marked-up "Raw Sequence Listing." copy or 

5. The computer readable form that has been filed with this application has bee 
S«2f- t0 B be daraa9 ? d a nd/or unreadable as indicated on the attached CRF Diskette 
b/ 3^ Sfr l?825(d^. 8 itUtS COmputer readable form must be submitted as rlqul 

6. The paper copy of the "Sequence Listing" is not the ^ same as the computer 
readable form of the "Sequence Listing" as required by 37 CFR 1.821(e). 



Other: 



Applicant must provide: 



An initial or substitute computer readable form (CRF) copy of the "Sequence 
Listing" 

An initial or substitute paper copy of the "Sequence Listing", as well as an 
amendment directing its entry into the specification 

A statement that the content of the paper and computer readable copies are the s 

r82lTJ? r o r a ? P ^?f b ! e ' include no new ^tter, as required by 37 CFR 1.821(e) or 
1.821(f) or 1.821(g) or 1.825(b) or 1.825(d) *M«J 

For questions regarding compliance with these requirements, please conta 

For Rules Interpretation, call (703) 308-1123 
For CRF submission help, call (703) 308-4212 
For Patentln software help, call (703) 557-0400 

Please return a copy of this notice with your response. 



